
310 

21 CFR Ch. I (4–1–09 Edition) § 56.105 

§ 56.105 Waiver of IRB requirement. 

On the application of a sponsor or 
sponsor-investigator, the Food and 
Drug Administration may waive any of 
the requirements contained in these 
regulations, including the require-
ments for IRB review, for specific re-
search activities or for classes of re-
search activities, otherwise covered by 
these regulations. 

Subpart B—Organization and 
Personnel 

§ 56.106 Registration. 

(a) Who must register? Each IRB in the 
United States that reviews clinical in-
vestigations regulated by FDA under 
sections 505(i) or 520(g) of the act and 
each IRB in the United States that re-
views clinical investigations that are 
intended to support applications for re-
search or marketing permits for FDA- 
regulated products must register at a 
site maintained by the Department of 
Health and Human Services (HHS). (A 
research permit under section 505(i) of 
the act is usually known as an inves-
tigational new drug application (IND), 
while a research permit under section 
520(g) of the act is usually known as an 
investigational device exemption 
(IDE).) An individual authorized to act 
on the IRB’s behalf must submit the 
registration information. All other 
IRBs may register voluntarily. 

(b) What information must an IRB reg-
ister? Each IRB must provide the fol-
lowing information: 

(1) The name, mailing address, and 
street address (if different from the 
mailing address) of the institution op-
erating the IRB and the name, mailing 
address, phone number, facsimile num-
ber, and electronic mail address of the 
senior officer of that institution who is 
responsible for overseeing activities 
performed by the IRB; 

(2) The IRB’s name, mailing address, 
street address (if different from the 
mailing address), phone number, fac-
simile number, and electronic mail ad-
dress; each IRB chairperson’s name, 
phone number, and electronic mail ad-
dress; and the name, mailing address, 
phone number, facsimile number, and 
electronic mail address of the contact 

person providing the registration infor-
mation. 

(3) The approximate number of active 
protocols involving FDA-regulated 
products reviewed. For purposes of this 
rule, an ‘‘active protocol’’ is any pro-
tocol for which an IRB conducted an 
initial review or a continuing review at 
a convened meeting or under an expe-
dited review procedure during the pre-
ceding 12 months; and 

(4) A description of the types of FDA- 
regulated products (such as biological 
products, color additives, food addi-
tives, human drugs, or medical devices) 
involved in the protocols that the IRB 
reviews. 

(c) When must an IRB register? Each 
IRB must submit an initial registra-
tion. The initial registration must 
occur before the IRB begins to review a 
clinical investigation described in 
paragraph (a) of this section. Each IRB 
must renew its registration every 3 
years. IRB registration becomes effec-
tive after review and acceptance by 
HHS. 

(d) Where can an IRB register? Each 
IRB may register electronically 
through http://ohrp.cit.nih.gov/efile. If an 
IRB lacks the ability to register elec-
tronically, it must send its registration 
information, in writing, to the Good 
Clinical Practice Program (HF–34), Of-
fice of Science and Health Coordina-
tion, Food and Drug Administration, 
5600 Fishers Lane, Rockville, MD 20857. 

(e) How does an IRB revise its registra-
tion information? If an IRB’s contact or 
chair person information changes, the 
IRB must revise its registration infor-
mation by submitting any changes in 
that information within 90 days of the 
change. An IRB’s decision to review 
new types of FDA-regulated products 
(such as a decision to review studies 
pertaining to food additives whereas 
the IRB previously reviewed studies 
pertaining to drug products), or to dis-
continue reviewing clinical investiga-
tions regulated by FDA is a change 
that must be reported within 30 days of 
the change. An IRB’s decision to dis-
band is a change that must be reported 
within 30 days of permanent cessation 
of the IRB’s review of research. All 
other information changes may be re-
ported when the IRB renews its reg-
istration. The revised information 
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